Vanguard Medica Limited

~ CONFIDENTIAL

Original New Drug Application 21-006
- MIGUARD™ Tablets, 2.5 mg
Section 8.0 — Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

Address o PK/PD Studies

Controlled Uncontrolled

P. Cras, M.D.

L. Crevits, M.D.

D. Crimmins, M.D.

L. Csiba, M.D.

UZ Antwerpen
Polykliniek Neurologie
Wilrijkstraat 10

2650 Antwerpen
Belgium

Universitair Ziekenhuis
Poliklinik Neurologie
Building 1K121A De Pintelaa
9000 Gent

Belgium

Central Coast Neuroscience Research
34 Brougham Street

East Gosford 2250

Australia

Debreceni Orvostudomany! Egyetem
Neurologiai Klinika '
Nagyerdei krt 98

4012 Debrecen

Hungary

251/96/09

251/96/09

251/96/09

251/96/09




Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
- MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

Address e e L KIPD) Studl@s

Controlled Uncontrolled

J. Czopf, M.D.

G. Danta, M.D.

W. Deacon, M.D.

P. Deslligny, M.D.

Pecsi Orvostudomanyl Egyetem

- Neurologiai Klinika

Ret D-2

7623 Pecs.

Hungary

Neurology Clinic

_The Canberra Hospital

Yamba Drive

~ Garran, Australian Capital Territory 2605

Australia o

26 Dennyssen Street
Vlljoenskroon
South Africa

Groupe Hospitalier la Pitié Salpéirére
Service de Neurologie

47/83 Boulevard de J'Hopital

75851 Cedex 13

France

251/96/09

251/96/09

251/96/09

251/96/09




Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_nvestigator

T. Dhaene, M.D.

Seymour Diamond, M.D.

U. Dijkstra, M.D.

P. Docekal, M.D.

Address ... PKPDStudies  Controlled __ Uncontrolled
Hopital de Braine I'Alleud 251/96/09

Service Neurologie, Rue Wayez 35

1420 Braine I'Alleud

Belgium

Diamond Headache Clinic 251/95/02 251/96/08
467 West Deming Place, Suite 500 251/96/14

Chicago, lllinois 60614 251/97/03

USA '

Elkerliek Ziekenhuis 251/96/09

Wesselmanlaan 25

5707 HA Helmond

Netherlands

University Hospital of 1. Medical Faculty 251/96/09

Neurological Clinic
Katerinska 30
Praha 120 00

Czech Republic
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Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0 = Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGAfORS

Investigator

Address ... ... PKPDStudies

D. Dolezila, M.D.

G. Donnan, M.D.

A. Dowson, M.D.

M. Dreyer, M.D.

Controlled __ Uncontrolied

‘University Hospital Ostrave-Poruba

Department of Neurology
Trida 17 '
Listopadu
Ostrave-Poruba 708 52
Czech Republic

Department of Neurology
Studley Road

Victoria 3084

Australia

The Royal East Surrey
Neurology Research Unit
Egerton Road

Guildford Surrey

United Kingdom

Suite 102, Lougardia Building

Corner HF Venwoerd Enbankment Road
Centurion 0046

South Africa

251/96/09

251/96/09

251/96/09

251/96/09

n




Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

A. Dunbar, M.D.

Michael Edmond, M.D.

Keith Edwards, M.D.

E. Ehler, M.D.

Address

Suite 6 Eugenepark
Booysensrd
Gazina 0031
South Africa

Downfield Surgery

325 Strathmartine Road
Dundee DD3 8NE
Scotland

PPD Pharmaco, Inc.

706A Ben White Boulevard
Austin, Texas 78704

USA.

Neurological Consultants, PC
140 Hospital Drive, Suite 210
Bennington, Vermont 05201
USA

Hospital Pardubice
Department of Neurology
Kyjevska 44 |
Pardubice 532 03

Czech Republic

_PK/PD Studies

i

Controlled  Uncontrolled
'251/96/09
251/96/09
1251/95/02 251/95/01
- 251/96/08
251/96/09
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Vanguard Medica Limited _ Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg

Section 8.0 - Clinical Data
CONFIDENTIAL '

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator Address e PK/PD Studies  Controlled  Uncontrolled

Michael Ehrlich, M.S. M.D. Green Clinic 251/96/07
1200 South Farmersville Street .
Ruston, Louisiana 71270

USA
Victor Elinoff, M.D. Regional Clinical Research Center 251/96/07
409 Hooper Road
Endwell, New York 13760
USA
Arthur Elkind, M.D., P.C. . Elkind Headache Center 251/95/02
20 Archer Avenue 251/96/14
Mount Vernon, New York 10550-2202 251/97/03
USA : 251/96/07
William Ellison, M.D. Upstate Clinical Research + 251/95/02
552-A Memorial Drive Extension 251/96/14
Greer, South Carolina 29651-1124
USA
Medquest Centers for Research : . 251/97/03
Greer, South Carolina 26951 :
USA
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Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

Address PK/PD Studies

Controlled Uncontrolled

John Ervin, M.D. FACP FACR

E. Evans, M.D.

S. Evers, M.D.

Mildred Farmer, M.D.

W, Faust, M.D.

Center for Pharmaceutical Research
1010 Carondelet Drive, Suite 2248
Kansas City, Missouri 64114

USA

24 Kemms Road
Wynberg

.Cape 7764

South Africa

Klinkik u. Poliklinik Neurologie
Albert Schweizer Strasse 33
48149 Munster

Germany

Clinical Studies, Florida

780 94" Avenue North, Suite 102
St. Petersburg, Florida 33702-2454
USA

Anaesthesie Ableilung
Schwarzwaldstrasse 40
79650 Schopfhelm
Germany

251/96/07

. 251/96/09

251/96/09

251/95/02
251/96/14

251/96/09

L




Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
© MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

Address R ___ PK/PD Studies

Controlled _Uncontrolled

A. Fazekas, M.D.

Michael Feinberg, M.D.

P. Fell, M.D.

James Ferguson, M.D.

Istvan Korhas-Rendelointezet
G Uplet

Neurologiai .

Nagyvarad ter. 1

1096 Budapest

Hungary

Innovative Medical

1950 Century Boulevard, Suite 23
Atlanta, Georgia 30345

USA

Deddington Health Centre
Earls Lane
Deddington Oxon

- United Kingdom

Pharmacology Research Corporation
448 East 6400 South, Suite 350

Salt Lake City, Utah 84107

USA .

251/96/09

251/95/02

251/96/09

251/96/07
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Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0~ Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTI_GATORS

_Investigator

Address _ — PK/PD Studies

Terry Fite, M.D.’

Carol Foster, M.D.

|. Fourie, M.D.

J. Frasca, M.D.

~Controlled __ Uncontrolled

Neurology Group, Ltd.

222 West Thomas Road, Suite 415
Phoenix, Arizona 85013

USA

Valley Neurological Headache Clinic
7600 North 16" Street, Suite 145
Phoenix, Arizona 85020

USA

-Voks Road

Welxom
South Africa

Royal Hobart Hospital, Department of
Neurology : :
Liverpool Street

Hobart, Tasmania 7000

“Australia

251/98/07

251/96/07

251/95/02

251/96/09

251/96/09
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Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

Address . PKPD Studies

David Friedgood, M.D.

S. Furman, M.D.

G. Gacs, M.D.

Michael Gallagher, D.O.

i Controlled Uncontrolled

Heartland Medical Research
4225 Fleur Drive, Suite 133
Des Moines, lowa 50321
USA

Rooms, 302 Centre Point
Loxton Road

Milnertor 7441

South Africa

Peterfy S Korhaz-Rendelointezet

“Peterfy S utcai Korhaz-rendelointezet

Neurological Osztaly
IV em Peterfy s.u. B-14
1076 Budapest -
Hungary

UMDNJ Headache Center

513 South Lenola Road
Moorestown, New Jersey 08057
USA

251/96/08

251/96/09

251/96/09

251/95/02
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Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Abplication 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

Address . PK/PDStudies

James Garrison, M.D.

Norman Garrison, M.D.

P. Gates, M.D.

A. Gatkova, M.D.

Suzanne Gazda, M.D.

Diagnostic Clinic of San Antonio Clinical
Research Center

4647 Medical Drive

San Antonio, Texas 78229

USA

Drug Research and Analysis Corporation
303 South Ripley Street, Suite 1100
Montgomery, Alabama 36104

115 McKillop Street
Geelong 3220
Australia

Bata Hospital
Department of Neurology
Havlickovo nabrezi

Zlin 762 65

Czech Republic

Texas Neuroscience Institute Neurology
Clinic

4410 Medical Drive, Suite 540

San Antonio, Texas 78229

USA

Controlled Uncontrolled

251/96/07

251/96/07
251/96/09

251/96/09

251/96/06
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Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_.Controlled _  Uncontrolled

Andrew Geleris, M.D.

G. Geraud, M.D.

Michael Gold, M.D.

Jerome Goldstein, M.D.

Magan Medical Clinic, Inc.

'420 West Rowiand Avenue

Covina, California 91723
USA

C.H.U. Rangueil
Service de Neurologie

‘1 Avenue Jean Poulhés
31240 Toulouse, Cedex

France

Pacific Clinical Research

1260 15™ Street, Suite 1200
Santa Monica, California 90404
USA

San Francisco Headache Clinic

909 Hyde Strest, Suite 230 _
San Francisco, California 94108-4822
USA

251/96/07

. 251/96/09

251/96/07

251/95/02
251/96/14
251/97/03
251/96/07
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Vanguard Medica Limited : Original New Drug Apptication 21-006
. MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

CONFIDENTIAL .

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator Address _____PK/PD Studies . Controlled Uncontrolled

P. Gorce, M.D. Nouvelle Clinique de I'Union 251/96/09
. Service de neurologie '
Boulevard de Ratalens
31240 Saint-Jean
France

Ronald Gove, M.D. The Jersey Research Foundation, Inc. 251/96/08
1001 North Main Street
Pleasantvilie, New Jersey 08232

USA
D. Haerter, M.D. Kurturstenstrasse 54 - 251/96/09
© 74821 Mosbach
Germany
H. Hamburger, M.D. Slotervaart Ziekenhuis 251/96/09

Louwesweg 6
1066 EC Amsterdam
Netherlands

G. Hankey, M.D. Department of Neurology 251/96/09
Royal Perth Hospital, Stroke Unit :
Wellington Street
Perth, Western Australia 6000
Australia
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Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
- Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

Address ___PK/PD Studies

Jonathan Harris, M.D.

(~

H. Havanka, M.D.

Ann Hawes, M.D.

C. Hedman, M.D.

Controlled Uncontrolled

Neurologic Consultants

1841 Northeast 45" Street
Fort Lauderdale, Florida 33306
USA

M 251/97/06

Haulkipudas Headache Centre
Jokelante 90830

-Haukipudas

Finland

Carolina Neurological Clinic

1001 Blythe Boulevard, Suite 601
Charlotte, North Carolina 28203
USA

Hameenkatu 15
15110 Lahti
Finland

251/96/07

251/96/09
251/96/07

' 251/96/09
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Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
~ MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

Investigator

D. Hellenberg, M.D.

Scott Heller, M.D.

G. Herkes, M.D.

William Herrera, M.D.

L. Herrolelen, M.D.

Address __PK/PD Studies

Room 7 & 9, Town Centre . -
Bontenheuwel 7764
South Africa

Chicago Center for Clinical Research, Inc.
515 North State Street, Suite 2700
Chicago, lllinois 60610

USA

Department of Neurology
Royal North Shore Hospital

‘St. Leonards, New South Wales 2065

Australia

Southern Colorado Clinic
2002 Lake Avenue
Pueblo, Colorado 81004
USA

UZ Gasthuisberg

Secretarial neurologie

Herestraat 49 , ,
3000 Leuven

Belgium

Controlled Uncontrolled

251/96/09

251/96/06

251/96/09

251/95/02

251/96/09
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Vanguard Medica Limited Original New Drug Application 21-006
"~ MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

CONFIDENTIAL : :

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

Investigator Address ___PK/PD Studies Controlled Uncontrg!jggn_"_
Daniel Hier, M.D. University of lllinois 251/96/08
, Department of Neurology-Clinical Trials
Group

912 South Wood Street, M/C 796
Chicago, lllinois 60612
USA

H. Isler, M.D. . Kantonsspital USZ 251/96/09
Neurologische Ambulanz
Frauenklinikstrasse 26
8091 Zurich
Switzerland

Vasudeva lyer, M.D. University of Louisville Department of 251/96/06
Neurology
113 Health Science Center
Louisville, Kentucky 40292
USA

H. Jaeger, M.D. Neure Grosse Bergstrasse 7 . 251/96/09
22767 Hamburg - :
Germany
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Vanguard Medica Limited

~

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0 ~ Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

Investigator

P. Jansen, M.D.

l. Jelencsik, M.D.

T. Joima, M.D.

J. Joubert, M.D.

Controlled Uncontrolled

Stichting Streekziekenhuis Coevorden-

" Hardenberg

J. Wetkamplaan 4a
7772 Southeast Hardenberg
Netherlands

Semmelweis Orvostudomany! Egyetem

Neurologiai Kiinika

Il em. Balassa u.6
1083 Budapest
Hungary

Porin laakaritaio
itsenaksyydenkatu 33
28100 Pori

Finland

Epworth Hospital

Level 3 Consulting Suites
89 Bridge Road
Richmond, Victoria 3121
Australia ‘

' 251/96/09

251/96/09

251/96/09

251/96/08
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Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

_Controlled Uncontrolled .

Robert Kaneike, M.D.

L. Kappos, M.D.

J. Karrasch, M.D.

Bruce Katuna, M.D.

Boris Kerzner, M.D.

Address _ PK/PD Studies
| :

Allegheny Neurological Associates

420 East North Avenue, Suite 206

Pittsburgh, Pennsylvama 15212

USA

Kantonsspltal Basel

Neurologische Universitats-Poliklinik
Petersgraben 4

4031 Basel

Switzerland

Peninsula Specialist Centre
George Street

Kippa ring, Queensland 4021
Australia

Longmont Medical Research

1925 West Mountain View Avenue
Longmont, Colorado 80501

USA

Affiliated Research Centers

1838 Greene Tree Road, Suite 300
Baltimore, Maryland 21208

USA

251/96/07 251/96/08

251/96/09

251/96/09

251/96/07

251/96/07
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Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
- Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

Arifulla Khan, M.D.

Frank Kilpatrick, M.D.

Robert Kipperman, M.D.

Louis Kirby, M.D.

Address

Northwest Clinical Research Center
10126 Northeast 132™ Street, Suite B
Kirkiand, Washington 98034

USA

Jackson Foundation/Physicians Plus
345 West Washington Avenue
Madison, Wisconsin 53703

USA

Oklahoma Foundation for Cardiovascular
Research, Inc.

1000 North Lincoln Boulevard, Suite 440
Okiahoma City, Oklahoma 73104

USA

Medici- Research Centers

13200 North 103" Avenue, Building A
Sun City, Arizona 85351 ‘
USA

Medici Research Centers

1525 North Granite Reef Road, Suite 9
Scottsdale, Arizona 85257-3998

USA

__PK/PD Studies Controlled ~ Uncontrolled

251/95/02
. 251/96/14

251/96/06

251/96/06

251/97/03

251/97/03
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Vanguard Medica Limited

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0 — Clinical Data

CONFIDENTIAL

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

Investigator

Lance Kirkegaard, M.D.

Stephen Kirzinger, M.D.

Jack Klapper, M.D.

L. Klimczaka, M.D.

- Controlled Uncontrolled

Address PKIPD Studies

Hill Top Research

6210 75" Street West, Suite A200
Tacoma, Washington 98467

USA

Affiliated Research Centers

6400 Dutchmans Parkway, Suite 140
Louisville, Kentucky 40205

USA

Colorado Headache and Neurology Center
1155 East 18" Avenue

Denver, Colorado 80218

USA

Szpital Grochowski
Department of Neurology
Ul. Grenadierow

51/59 04-073 Warszawa
Poland

£ 251/97/03

251/96/07

251/95/02
251/96/14

251/96/09
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Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablels, 2.5 mg
Section 8,0 — Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

Investigator

Address R PK/PD Studies

D. Klingler, M.D.

A. Kok, M.D.

W. Kozubski, M.D.

R. Kotas, M.D.

David Kudrow, M.D.

Controlled Uncontrolled

A.O. Krankenhaus der Stadt Linz
Schmerzambuians
Krankenhausstrasse 9

Linz 4020

Austria

P.O. Box 2896
Alberton 1450
South Africa

Medical School of Poznan
Department of Neurology
Ul. Przybyszewskiego 49
80-255 Poznan '
Poland

University Hospital Plzen-Locholin
Department of Neurology

Alej Svobody

Plzen 304 60

Czech Republic

16542 Ventura Boulevard, Suite 305
Encino, California 91436
USA

+ 251/96/09

1

251/96/09

251/96/09

251/96/09

251/95/02
251/96/14

251/96/08
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Vanguard Médica Limited

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

Investigator

Address ___PK/PD Studies

H. Kwiecinski, M.D.

Stephen Landy, M.D.

M. Lanteri-Minet, M.D.

Controlled Uncontrolled

Warsaw Medical Academy

'Department of Neurology

Ul. Banacha 1a
D2-097 Warsawa
Poland

Wesley Headache and Neurology Clinic

7655 Poplar Avenue, Suite 385
- Germantown, Tennessee 38138

USA

Hopital Pasteur

Department Douleur

30 avenue de la Vole Romaine - B.P. 69
06002 Nice, Cedex -
France ’

VAD 5-01

251/96/09

251/96/07

1 251/96/09
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Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

Investigator

Address PK/PD Studies

Controlled Uncontrollied .

Judy Laviolette, M.D.
Steven Lebow, M.D.

Bruce LeForce, M.D.

Theodore Lefton, M.D.

Hubert Leonard, M.D. Ph. D.

Highland Clinic

1455 East Bert Kouns Industrial Loop
Shreveport, Lounsnana 71115

USA

Noran Neurological Clinic

910 East 26" Street, Suite 210
Minneapolis, Minnesota 55404
USA

2829 Babcock Road, Suite 407
San Antonio, Texas 78229
USA

Clinical Studies, Melbourne
1360 Sarno Road, Suite B
Melbourne, Florida 32935
USA

The Neurological Clmlc

1040 Northwest 22™ Avenue, Suate 420
Portland, Oregon 97210

USA

251/96/06

251/96/07

251/95/02

251/96/08

251/96/07

30




Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
- " Section 8.0 - Clinical Data

PANEL 8.1.2:1 - LIST OF INVESTIGATORS

Address ) PK/PD Studies

Controlied Uncontrolled

G. Letcher, M.D.

L. Lindberg, M.D.

H. Edward Logue, M.D.

Peter Londborg, M.D.

102 Medical Centre
331 Burger Street
Pietermaritzburg 3201
South Africa

. Aleksi Medical Centre

Mannerhelmintle 8A
Helsinki
Finland

Birmingham Psychiatry Pharmaceutical
Studies

3490 Independence Drive
Birmingham, Alabama 35209

 USA

Seattle Clinical Research Center
Cabrini Medical Tower

901 Boren, Suite 1800

Seattle, Washington 98104

USA

251/96/09

~ 251/96/09

251/95/02 251/96/08

251/96/07

3




Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0 ~ Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

Investigator

Address

Controlled Uncontrolled

Gary London, M.D. FAAN

G. Lord, M.D.

C. Lucas, M.D.

H. Ludin, M.D.

PK/PD Studies

Affiliated Research Centers
10215 Fernwood Road, Suite 301
Bethesda, Maryland 20817-1106
USA

VMO Neurology

47 Palmerstone Road

Hornsby, New South Wales 2077
Australia

CHR-Hopital Roger Salengro
Service de Neurologie B

2 avenue Oscar Lambret
59037 Lille, Cedex

France

Kantonspital St. Gallen
Klinik fuer Neurologie,
Rorschacherstrasse 95,
9007, St. Gallen
Switzerland

251/96/07
251/96/09

251/96/09

251/96/09

2




Vanguard Medica Limited + Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
' Section 8.0 - Clinical Data

CONFIDENTIAL

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator _ Address PK/PD Studies _ Controlled __ Uncontrolled

" P. Lyczak, M.D. Navy Hospital ' 251/96/09
Department of Neurology ‘

Ul. Polanki 117

80-308 Gdansku

Poland

J-M Malan, M.D. P.O. Box 1058 ' 251/96/09
Greonkloof 0027
South Africa

G. Malmgvist, M.D. Medicinkliniken ~ 251/96/09

251 87 Heisinborg

Sweden |
Antoinette Mangione, M.D. Hill Top Research - _ - 251/95/02
Pharm.D. FACEP Noble Plaza, Suite 310 . 251/97/03

801 Old York Road
Jenkintown, Pennsylvania 19046
USA

3




Vanguard Medica Limited

CONFIDENTIAL

Original New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

Address o PK/PD Studies

David Marks, M.D.

Ninan Mathew, M.D.

‘Hill Top Research, Inc.

Pharmaceutical Clinical Trials Division
Einstein Center One
9880 Bustleton Avenue, Suite 203

~ Philadelphia, Pennsylvama 19115

USA - -

251/96/01
251/96/03

UMDNJ Medical School

Department of Neurosciences

185 South Orange Avenue, MSB- H506
Newark, New Jersey 07103-2714

USA

Houston Headache Clinic

1213 Hermann Drive, Suite 350
Houston, Texas 77004

USA :

Controlled _ Uncontrolled

251/97/03

251/96/07

251/95/02
251/96/14
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Vanguard Medica Limited

CONFIDENTIAL

Origiﬁal New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

Investigator

Address ) _____PK/PD Studies

Alexander Mauskop, M.D.,
FAAN

W. Maxwell, M.D.

H. Lee McDaris, M.D.

A. McGregor, M.D.

William Mcintosh, D.O.

Controlled __ Uncontrolied
New York Headache Center 251/95/02 !
132 Atlantic Avenue
Brooklyn Heights, New York 11201
USA :
Suite 22, 1* Floor 251/96/09
Peter Place
Sandton
South Africa
The Clinic for Neurology 251/97/03
303 Williams Avenue, Suite 512 251/96/07
Huntsville, Alabama 35801
USA
City of London Migraine Clinic 251/96/09
22 Charterhouse Square
London EC1M 6DX
United Kingdom
Univeréity of North Texas Health Center 251/97/03 251/96/08
3500 Camp Bowie Boulevard 251/96/07

Fort Worth, Texas 76107-2699
USA
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PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

Address PK/PD Studies

Controlled

Uncontrolled

G. Mcl.aren, M.D.

Selwyn-Lloyd McPherson,
M.D.

Jacques P. Meloche, M.D.

Walter Menninger, M.D.

Charles Merideth, M.D.

Houston Surgery

Kirk Road

Houston

Renfrewshire PA6 7AR
Scotland

Selson Clinics
2725 Abington Court, Suite 200
Akron, Ohio 44333-4002

Montreal Migraine Clinic

1575 Henri Bourassa West, Suite 330
Montreal, Quebec H3M 3A9

Canada

Center of Clinical Research

5800 Southwest Sixth Avenue, Building 8-1
Topeka, Kansas 66606-9699

USA -

Affiliated Research Institute

8880 Rio San Diego Drive, Suite 1090
San Diego, California 92108

USA

- 251/96/09

251/96/07

251/96/07

251/97/03

251/96/08
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PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

Investigator

Address PK/PD Studies

Controlled Uncontrolled

John Meyer, M.D.

A. Michotte, M.D.

J. Miller, M.D.

Richard Mills, M.D.

Baylor College of Medicine
Cerebrovascular Research Laboratory
2002 Holcombe Boulevard, Building 110
Room 225

Houston, Texas 77030

USA

AZ VUB

Dienst Neurologie
Laarbeeklaan 101
1060 Brussel
Belgium

11 Ladybridge Road
Cheadle Hulme
Cheshire SK8 SLL
United Kingdom .

Coastal Carolina Research Center
929 Bowman Road
Mount Pleasant, South Carolina 29464

USA

251/96/07

251/96/09

251/96/09

251/97/03
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PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

Investigator

Address PK/PD Studies

Controlled Uncontrolled

‘Barry Miskin, M.D. FACS

C. Muhr, M.D.

William Mullican, M.D.

K. Murros, M_.D.

Allan Naarden, M.D.

Palm Beach Research Center

1897 Palm Beach Lakes Boulevard,
Suite 120 .

Waest Palm Beach, Florida 33409
USA

Department of Neurology
University Hospital
S-751, 85 Uppsala
Sweden -

Medisphere Medical Research Center
1401 Professional Boulevard
Evansville, Indiana 47714

USA

Toritulkain Oy
Yliopistonkatu 38
40100 Jyvaskyla
Finland

Neurological Clinic of Texas
7777 Forest Lane, Suite B410

Dallas, Texas 75230

USA

251/96/07

251/96/09

251/96/06

251/96/09

251/96/06
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_Investigator

Address

J. Niewold, M.D.

H. Nilsson, M.D.

T. Nolte, M.D.
D. Nordberg, M.D.

G. Norton, M.D.

Scheperziekenhuis
Boermarkeweg 60
7824 AA Emmen
Netherlands

" Drottninggatan 56

(Box 2343)
600 02 Norrkuping

" Sweden

Bluecherplatz 2
65195 Wiesbaden
Germany

Vanilljgatan 28
242 45 Angered
Sweden

Neurologist Clinic, Modbury Hospital
113 Smart Road

Modbury 5092

Australia

~_PK/PD Studies

_Controlled __ Uncontrolled

251/96/09

251/96/09

251/96/09

251/96/09

251/96/09
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PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator Address e PIKIPD Studies _Controlled Uncontrolled
Phillip Christopher O'Carroll,  Affiliated Research Centers 251/96/07
M.D. . 400 Newport Center Drive, Suite 501

Newport Beach, California 92660
USA -
1165/46
1165/24
1165/34
251/96/12
1165/42
1165/43
251/96/04
251/97/01
1165/62
251/97/05
251/98/01
251/98/02
R. Palm, M.D. Neuro-och Rehab. 251/96/09
Kliniken '
651 85 Karlstad
Sweden
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Investigator

Address . PK/PD Studies

Prather Palmer, M.D.

E. Pan, M.D.

L. Pazdera, M.D.

Richard Pelligrino, M.D.

Ph.D.

Teri Perse, M.D.

__Controlled Uncontrolled

Advanced Treatment Strategies, Inc.
26 Locust Street

Danvers, Massachusetts 01923
USA

EB Neurology
Observatory
Capetown

" South Africa

Policlinic Rychnov and Kneznou
Neurology Practice

Jiraslova 1389

Rychnov nad Kneznoud 516 01
Czech Republic

One Mercy Lane, Suite 503
Hot Springs, Arkansas 71913
USA

New Frontiers Professional Center
20255 37" Street Northeast
Seattle, Washington 98155

USA

251/96/07

251/96/09

251/96/09

251/96/07

251/96/06 251/96/08
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PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

Investigator .

V. Pfaffenrath, M.D.

F. Piessens, M.D.

“John A.H. Porter, M.D.

D. Pryor, M.D.

Nabih Ramadan, M.D.

_Controlled __Uncontrolled

Address __PK/PD Studies

Leopoldsirasse 59/11
80802 Munchen
Germany

St. Norbertusziekenhuis
Neurologie

Rooienberg 25

2570 Dutfel

Belgium

Neurological Associates, S.C.
2002 West Howard Avenue
Milwaukee, Wisconsin 53221-1932
USA°

St. George Neurology Service
Level 5, 1 South Street

Kogarah, New South Wales 2217
Australia

Headache Center

Department of Neurology K-11

Henry Ford Hospital and Health Center
Detroit, Michigan 48202

UsSAa

251/96/09

251/96/09

251/95/02 251/96/08

251/96/09

251/95/02
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PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

Address oo PKPD Studies

Controlled Uncontrolled

Alan Rapoport, M.D.

I. Rektor, M.D.

M. Richardson, M.D.

M. Robinson, M.D.

K. Rosman, M.D.

The New England Center for Headache
778 Long Ridge Road -

Stamford, Connecticut 06902

USA

University Hospital Brno
Neurologicka kilinika
FN u sv. Anny
Pekarska 53

Brno

Czech Republic

Crompton Road
Pinetown
South Africa

Neurology Department

The Queen Elizabeth Hospital
28 Woodville Road

Woodville, South Australia 5011
Australia

P.O. Box 533
Rivonia 2128
South Africa

251/95/02 = 251/96/08
251/96/14

251/96/09

251/96/09

251/96/09

251/96/09
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Investigator

Address oo PKIPD Studies

Controlled Uncontrolied

John Rothrock, M.D.

John Rubino, M.D.

Martin S. Rusinowitz, M.D.

Robert Ryan, M.D., M.S.

University of South Alabama Medical

Center/Department of Neurology
MCSB 1155 '

2451 Fillingim Street

Mobile, Alabama 36617

USA

Raleigh Medical Group

" 3509 Haworth Drive, Suite 100

Raleigh, North Carolina 27609
USA

The Neurology Center

1201 Seven Locks Road, Suite 101
Rockville, Maryland 20854

USA

Ryan Headache Center

621 South New Ballas Road, Suite 537A
St. Louis, Missouri 63141

USA

251/85/02
251/96/07

251/96/07

251/96/06

251/95/02
251/96/14

44




Vanguard Medica Limited

CONFIDENTIAL

Originél New Drug Application 21-006
MIGUARD™ Tablets, 2.5 mg
Section 8.0 - Clinical Data

PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

Address ... PKIPD Studies

Sara Sacco, M.D.

Steven Sacks, M.D.

Carl Sadowsky, M.D.

E. Sako, M.D.

Ryan Headache Clinic

1585 Woodlake Drive, Suite 200
Chesterfield, Missouri 63017
USA '

Carolinas Research Associates
110 #3 Providence Road
Charlotte, North Carolina 28207
USA

Guy's Drug Research Unit
6 Newcomen Street
London, SE1 1YR

United Kingdom

Palm Beach Neurological Group
5205 Greenwood Avenue, Suite 200
West Palm Beach, Florida 33407
USA

Turku Headache Centre Ltd.
Brahenkatu 11 D

20110 Turku

Finland

Controlled _ Uncontrolled
251/96/07 251/96/08
25{/96/07 - 251/96/08
251/97/02

251/96/08
251/96/09
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PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

Investigator

Joel Saper, M.D., F.A.C.P.

D. Savage, M.D.

Irene Scaltsas-Persson, M.D.

Fred Schaerf, M.D.

G. Schapel, M.D.

Address ... PKPDStudies

..Controlled __ Uncontrolled

Michigan Headache/Neurology Institute
3120 Professional Drive

Ann Arbor, Michigan 48104

USA

77 Thorne Road
Doncaster DN1 2ET

United Kingdom .

Highland Clinic .

1455 East Bert Kouns Industrial Loop
Shreveport, Louisiana 71105

USA

Medical Studies, Florida

12645 New Brittany Boulevard, Building 15
Fort Myers, Florida 33907 '

USA

North Coast Neurology Centre
P.O. Box 337 _
Maroochydore, Queensland 4558
Australia :

251/95/02 251/96/08
251/96/14

251/96/09

251/96/06

251/96/08

251/96/09
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PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

Jay Schecter, M.D.

Jack Schim, M.D.

M-P Schmitz-Henning, M.D.

Elliott Schuiman, M.D.

.Brian Schwartz, M.D., M.S.

__Address . PK/PD Studies -
Harbin Clinic '

1825 Martha Berry Boulevard
Rome, Georgia 30165
USA '

North County Neurology Associates
3907 Waring Road, Suite 2
Oceanside, California 92056

USA

Prinz Eugen Strasse 18
79102 Freiburg
Germany

Center of Headache Management,
Crozer Keystone HealthPlex

196 West Sproul Road, Suite 108
Springfield, Pennsylvania 19064

Innovative Medical Research .
1001 Cromwell Bridge Road, Suite 302
Baltimore, Maryland 21286

USA

Controlled  Uncontrolied
251/96/08
251/96/07
251/96/09
251/96/08
251/95/02
251/96/14
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PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

Eileen Schwartz, M.D.

K. Selmaj, M.D.

C. Sereni, M.D.

Marc Sharfman, M.D.

__Address oo ... PKIPD Studies

Clinical Physiology Associates
4110 Center Pointe Drive, Suite 219
Fort Myers, Florida 33916

USA

Medical Academy of Lodz
Department of Neurology
UIl. Kopcinskiego 22
90-242 Lodz

Poland

Hopital Léopold Bellan
Service de Neurologie
19-21 rue Vercingélorix
75674 Cedex 14
France

Definitive Health Services, Inc.’
2699 Lee Road, Suite 230
Winter Park, Florida 32789
USA

Controlled  Uncontrolled
251/96/07

251/96/09

251/96/09

251/96/07
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PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator
Ram Shrivastava, M.D.

Stephen Silberstein, M.D.,
F.A.C.P.

Richard Singer, M.D.

_Address

Eastside Comprehensive Medical Services

/133 East 73" Street, Suite 209

New York, New York 10021
USA '

Comprehensive Headache Clinic at the
Germantown Hospital & Medical Center
One Penn Boulevard

Philadelphia, Pennsylvania 19144

- USA

111 South 11" Street, Gibbon Building,
Suite 8130

Philadelphia, Pennsylvania 19107
USA .

Neurological Associates

16800 Northwest 2™ Avenue, Suite 306
Miami, Florida 33169-5549

USA

...PK/PD Studies

Controlled  Uncontrolled
251/96/06
251/95/02

251/96/08
251/95/02
251/96/14
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PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

Investigator

_ PK/PD Studies

Robert Smith, M.D.

Timothy Smith, M.D.

T. Soisson, M.D.

Glen Solomon, M.D., F.A.C.P.

John Sorenson, M.D.

Controlled _ Uncontrolled

University Family Physicians, Inc.
141 Health Professions Building
Eden and Bethesda Avenues
Cincinnati, Ohio 45267-0582

Unity Health Reseérch and Ryan Headache

621 South New Ballas Road, Suite 537A
St. Louis, Missouri 63141

24 Rue de la Lionne -
45000 Orleans

The Cleveland Clinic Foundation
9500 Euclid Avenue, A-50
Cleveland, Ohio 44195

Clinical Studies-Las Vegas
2931 North Tenaya, Suite 102
Las Vegas, Nevada 89128

251/96/06

251/97/03

251/96/09

251/95/02
251/96/14

251/97/03
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PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

Controlled Uncontrolled

Egilius L.H. Spierings, M.D.

P. Spira, M.D.

R. Stark, M.D.

Stuart Stark, M.D.

Address _ _PK/PD Studies
Clinical Headache Research Center .

25 Walnut Street, Suite 402

Wellesley Hills, Massachusetts 02181

USA :

Department of Neurological Sciences
Prince of Wales Hospital !
Suite 401, 251 Oxford Street

Bondi Junction, New South Wales 2022

- Australia

Department of Neurology, Alfred Hospital
EEG Department -

Commercial Road

Prahran, Victoria 3181

Australia

The Neurology Center, P.A.

4660 Kenmore Avenue, Suite 900
Alexandria, Virginia 22304

USA

251/95/02 251/96/08
251/96/06

251/96/09

251/96/09

251/95/02 251/96/08
251/96/14
251/97/03
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Investigator

Address ... ... PKIPDStudies _ Controlled _ Uncontrolled

"T. Steiner, M.D.

A. Steplen, M.D.

J. Story, M.D.

Room 6L10, 6™ Floor 251/96/09
St. Dunstan's Road

Hammersmith W6 8RP

United Kingdom

1
A

Military Institute of Aviation Medicine 251/96/09
Department of Neurology

Ui Krasingskiego 54

01-755 Warszawa

Poland
251/98/06

Ignatius Ziekenhuis | 251/96/09
Atdeling Neurologi '
Molengracht 21

4818 CK Breda

Netherlands
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Address PK/PD Studies

Investigator . N Controlled Uncontrolled
Gus Stratton, M.D. Health Care & Clinical Research, Inc. 251/96/08
75 Highland Avenue
Barrington, Rhode Island 02806
USA
B. Stuckey, M.D. Reproductive Medicine Research Institute 251/96/09
The Queen Elizabeth Il Medical Centre
3" Floor A Block, Verdun Street
Nedlands, Western Australia 6009
Australia
O. Sydow, M.D. Neurologiklinken 251/96/09
182, 88 Danderyd
Sweden
A. Szczudlik, M.D. Jagiellonian University Institute of 251/96/09

Neurology

Collegium Medium
Department ot Neurology
Ul. Botanicsna 3 '
31-503 Krakow

Poland
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PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

Address

P. Tarrant, M.D. |

Steward Tepper, M.D.

Jerry Tindel, M.D.

Alexandre Todorov, M.D.

Scott Touger, M.D.

Erskine Health Cente
. Erskine

Renfrewshire PA 8 68S
Scotland

Poly Clinic

1145 Broadway

Seattle, Washington 98122
USA '

The Center for Clinical Research
12221 North Mopac Expressway
Austin, Texas 78758

USA

The Sports and Medicine Complex
1325 McFarland Boulevard, Suite 201
Northpont, Alabama 35476

USA

Hill Top Research

516 Brookwood Boulevard
Birmingham, Alabama 35209
USA '

PK/PD Studies

Controlled Uncontrolled

" 251/96/09

251/95/02 251/96/08
251/96/14
251/97/03

251/96/08

251/96/06

251/95/02
251/96/14
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Investigator

Address —____PKIPD Studies

Controlled  Uncontrolled

~J. Valpas, M.D.

J. van der Zwan, M.D.

A. van Diepen, M.D.

L. Vecsel, M.D.

South Carelia Central Hospital
Department of Neurology
Kakelankatu 1

53130 Lappeenr

Finland

Ziekenhuis Eemland
Afdeling Neurologie

Postbus 1502

3800 BM Amersfoort
Netherlands

St. Josef Ziekenhuis
Afdeling Neurologie

"Postbus 64 D

6460 AP Kerkrade
Netherlands

Szent Gyorgyi Albert Orvostudomanyl
Neurologiai Klinika

Semmelwels u. 6

6725 Szeged

Hungary

251/96/09

251/96/09

251/96/09

251/96/09
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_Investigator

Address __...PK/PD Studies

N. Vehreschild, M.D.
Felix Veloso, MD FRCP
J. Verheij, M.D.

J-M Visy, M.D. |

G. Waberzinek, M.D.

Controlled __ Uncontrolled

Abt. Anaesthesie Schmerzambulanz

. Semmelwelsstrasse 7°

67071 Ludwigshaften
Germany

The Medical Center — Pasqua Hospital
7-4101 Dewdney Avenue

Regina, Saskatchewan S4T 1A5
Canada ’ '

Holy Ziekenhuis
Holysingle 3

3136 LA Vlaardinger
Netherlands

Polyclinique de courlance
38 bis, rue de Courlancy
51100 Reims

France

University Hospital Hradec Kralove
Neurological Clinic

Nezvalova 59

Hradec Kralove 500 05

Czech Republic

251/96/09

251/96/07

251/96/09

251/96/09

251/96/09
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PANEL 8.1.2:1 -- LIST OF INVESTIGATORS

_Investigator

Thomas Ward, M.D.

J. Watson, M.D.

Ira Weisberg, M.D.

Jeanette Wendt, M.D.

Address _ PK/PD Studies

Neurology Clinical Research Laboratory,
Building #50

Lahey-Hitchcock Medical Center

One Medical Center Drive

Lebanon, New Hampshire 03756-0001
USA

Neuropsychology Department
Level 5, Building 82

Royal Prince Alfred Hospital
Australia

Clinical Studies, Boynton Beach

901 North Congress Avenue, Suite D107
Boynton Beach, Florida 33426

USA

Neurological Associates of Tucson
5300 East Erickson Drive, Suite 116
Tucson, Arizona 85712 .
USA

Controlled  Uncontrolled
251/95/02
251/96/14

251/96/09

251/95/02
251/96/14

251/95/02
251/96/14
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_Investigator

Address

Troy Williams, M.D.

Paul Winner, D.O.

R. Woérz, M.D.

M. Wysocka-Bakowska, M.D.

Ali Zargaran, M.D.

Clinical Studies

13760 North 93" Avenue, Suite 203

Peoria, Arizona 85381
USA

Palm Beach Neurologic Group
5205 Greenwood Avenue

West Palm Beach, Florida 33407-2441

USA

Department of Neurology
Friedrichstr. 73

76669 Bad Schonborn
Germany :

Szpital SPZ0Z
Department of Neurology
Ul. Gdynska

05-200 Wolomin

Poland

Clinical Studies, Fort Lauderdale
108 Northeast 1* Strest

Fort Lauderdale, Florida 33301
USA

PK/PD Studies

Controlled Uncontrolled

251/97/03

251/95/02

251/96/08

251/96/09

251/95/02
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_Investigator Address ... PK/PD Studies Controlled _Uncontrolled
Steven Zeig, M.D. ~ Clinical Studies, Ltd. : 251/96/14 251/97/04
. 108 Northeast Street !
Fort Lauderdale, Florida 33301
USA

M. Zenz, M.D. Klinik fur Anaesthesiologie 251/96/09
- Burkle-de-la-camp-Platz 1 '
44789 Bochum
~ Germany

Devin Zimmerman, M.D. Health Advance Institute . 251/96/07
900 East Colfax Avenue
South Bend, Indiana 46617
USA

C. 2Zwetsloot, M.D. Waterland Ziekenhuis 251/96/09
Afdeling Neurologie :
Postbus 250
1440 AG Purmerend
Netherlands
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